Background
==========

A great body of evidence exists on treatment recommendations for preventing type 2 diabetes complications \[[@B1]-[@B3]\]. These recommendations often require radical and life-long health behaviour changes for people with type 2 diabetes. Self-determination theory (SDT) \[[@B4]\], a psychological theory on motivation, describes the importance of the quality of the motivation for making behaviour changes. The quality of motivation depends on whether the regulation of actions are imposed by others or oneself (controlled motivation) or by the true feeling of free choice and personal significance of the outcomes attained by the actions (autonomous motivation). In observational studies, autonomous motivation has been found to be associated with improved quality of life, improved medication adherence, less depression, better diet, and improved cholesterol- and A1C-levels among people with type 2 diabetes \[[@B5]-[@B8]\]. Furthermore, observational studies based on SDT propose that support from health care providers can influence the quality of motivation for behaviour changes among people with type 2 diabetes. In Denmark, type 2 diabetes care primarily is delivered in general practice. In Danish general practices, nurses provide an increasing number of tasks including diabetes consultations \[[@B9]\]. Accordingly, it is important to further develop the content of nurse-led diabetes consultations, and more research is needed to tailor interventions aiming to improve autonomy support for people with type 2 diabetes in general practice.

The aims of this paper were to describe

1\. the design of a trial assessing the effectiveness of a training course for practice-nurses in autonomy support on patient-perceived motivation, HbA1, cholesterol, and well-being among a diabetes population,

2\. the actual intervention to a level of detail that allows its replication, and

3\. the connection between SDT recommendations for health care-provider behaviour and the content of the training course.

Methods/Design
==============

Study design
------------

The study was conducted as a cluster-randomised controlled trial highly pragmatic in attitude including 40 Danish general practices and their diabetes populations.

The context
-----------

### Danish general practice

In Denmark, general practice is the primary access to the health care system, and 98% of the Danish population are registered with a selected general practice. Danish general practices are independent contractors within the public health service; the regional health authorities and they are remunerated on a combination of fee-for-service and capitation basis (75/25). The publicly funded (pre-paid by taxes) health care system ensures all citizens free general practice service \[[@B10]\].

### Practice nurses

Practice nurses are employed by the general practitioners. The nurses provide a variety of tasks depending on their competences and the organisation of the clinic. Common tasks include weight control, vaccination of adults, blood pressure checks, lung function tests, alcohol abuse treatment and dietary counseling \[[@B9]\]. Practice nurses are qualified registered nurses. Their training in Denmark lasts 31/2 year and consists of both a theoretical and a clinical part. After qualifying, Danish nurses have several opportunities for post graduate education. However, no diploma education for practice nurses was available at the beginning of the training course \"Practice nurses and Type 2 diabetes\".

Recruitment
-----------

### Practices

In August 2009, a questionnaire about nurses and type 2 diabetes-consultations and an invitation to participate in the present study were sent to 258 general practices (registration numbers) from the former county of Aarhus in Denmark (Figure [1](#F1){ref-type="fig"}). A total of 50 practice registration numbers corresponding to 40 different addresses were included in this study based on the following inclusion criteria:

![**Flow diagram of inclusion, randomisation and allocated intervention received among 258 general practices assessed for eligibility, the former county of Aarhus, DK, 2009**. \* People identified by an algorithm based on health registers 2008-2009, and associated with the practices in January 2011.](1471-2296-12-130-1){#F1}

1\) that more than 50% of the people with type 2 diabetes, who had participated in a diabetes-consultation during the past year from the project invitation-date, had attended a consultation with a nurse at least once (confirmed by the practice). A diabetes-consultation was defined as a consultation including examinations, such as blood tests and blood pressure measurement as well as a conversation about living with type 2 diabetes or treatment modalities, according to the three-month consultations in the National guidelines regarding type 2 diabetes care \[[@B11]\],

2\) enrolment to the project before registration deadline (three weeks following the date of invitation).

To avoid contamination of the intervention to control-practices, practice registration numbers with the same addresses were defined as one practice. Thus, 40 practices were randomised into two groups, and allocated in a way that the distributions of associated patients were approximately the same in the two groups. Randomisation was performed by a statistician who was blinded to the identity of the practices.

### The diabetes population

The diabetes population associated with the included practices in January 2011 was retrieved from the Danish Regional Chronic Database where people with diabetes are identified by an algorithm based on health registers \[[@B12]\]. The health registers consisted of The National Patient Registry, The National Health Insurance Service Registry, the prescription database, and the laboratory databases in the region. People at the ages of 40-74 years in October 2009 who fulfilled one or more of the following criteria: 1) at least one redeemed prescription on diabetes-medication (ACT-code: A10A (insulin) or/and A10B (oral blood-glucose-lowering agents) during October 2008 - October 2009, 2) at least three HbA1c measurements during October 2008 - October 2009, and/or 3) at least one HbA1c ≥6,4% between April 2008-October 2009, were included in the study population (n = 4034).

The intervention
----------------

The intervention was a training course for practice nurses delivered between October 2009 - September 2010.

The intervention was depicted by a PaT Plot, proposed by Perera et al, showing the timeline and the characteristics (fixed or flexible) of the intervention components \[[@B13]\] (Figure [2](#F2){ref-type="fig"} and [3](#F3){ref-type="fig"}).

![**Graphical depiction of the timeline and the content of the \"Practice nurses and Type 2 diabetes\"-intervention**. Squares reflect the fixed elements, e.g. printed materials. Circles reflect the activities that are flexible, e.g. interaction between participants. This graphical method was proposed by Perera et al \[[@B13]\],(part 1 - to be continued in Figure 3).](1471-2296-12-130-2){#F2}

![**Graphical depiction of the timeline and the content of the \"Practice nurses and Type 2 diabetes\"-intervention**. Squares reflect the fixed elements, e.g. printed materials. Circles reflect the activities that are flexible, e.g. interaction between participants. This graphical method was proposed by Perera et al \[[@B13]\], (part 2 - Figure 2 continued).](1471-2296-12-130-3){#F3}

### Underlying theory

The intervention was based on Self-determination theory (SDT), which describes different kinds of motivation and facilitators of improved and maintained motivation \[[@B4]\] (Figure [4](#F4){ref-type="fig"}). SDT distinguishes between autonomous and controlled motivation. The motivation is controlled, when actions are externally regulated or regulated by introjections, and the motivation is autonomous, when actions are regulated by identification or integrated. The process of being autonomously motivated to perform an activity in order to attain some separable outcome is called internalisation. According to Ryan and Deci, internalisation and integration can be facilitated by social conditions supporting basic psychological needs for autonomy, relatedness, and competence \[[@B4]\]. In other words, the feeling of choice and volition with respect to one\'s own goal or behaviour, the feeling of interest and support of others, and the feeling that one can accomplish the behaviours and reach the goal, are crucial for motivation, the persistence of the motivation, and well-being; And, satisfying these needs can be supported by important others, e.g. health care providers.

![**The Self-Determination Continuum showing types of motivation with their regulatory styles and processes, adapted from**\[[@B4]\].](1471-2296-12-130-4){#F4}

### The connection between SDT-based recommendations on health care provider behaviour and the course content

Concrete recommendations on health care provider behaviour based on SDT have been suggested \[[@B14],[@B15]\], and the training course for practice nurses described below was conducted to meet these recommendations.

### Structure and process

The course was arranged as four-hour sessions over four afternoons. The course was initiated with two coherent afternoons comprising the core intervention, followed by two single afternoons with an implementation purpose, two and five months later. The practice nurses were paid their normal wages for participating in the course. Ten months after course-initiation, the practice nurses were given the opportunity to be visited in the practice by one of the course-teachers.

The teaching on the course was primarily performed by two nurses with several years experience of consultations for people with diabetes, autonomy support, and learning processes. The lesson about current treatment recommendations of people with type 2 diabetes was provided by a general practitioner, who was also an Associate Professor in general practice, and researcher in the field of type 2 diabetes.

The ratio between the presentations and interactive learning \[[@B16]\] was 1:3. The interactive learning was conducted in group exercises, work-shops, and plenum discussions, all supervised by the teachers. The teaching was intended to be autonomy-supportive, based on the evidence from the association between autonomy-supportive teaching climates and behavioural changes in the participants \[[@B17]\].

### Content

The course content was 1) Patient - health care provider relationships, 2) Communication-skills, 3) Patient-worksheets, 4) Current treatment recommendations of type 2 diabetes, and 5) Implementation of the course content in daily practice. The content according to 1), 2), and 3) was based on a course in another trial, Guided Self-Determination, performed in a Danish outpatient diabetes clinic \[[@B18]\]. This intervention showed an effect on perceived autonomy support and improved HbA1c-values among people with type 1 diabetes \[[@B18]\].

### Patient - health care provider relationships

In a qualitative study design, Zoffmann et al. identified different patient - health care provider relationships with different potential for change among people with diabetes \[[@B19]\]. These relationships: I-you distant provider dominance, I-you blurred sympathy, and I-you sorted mutuality were presented at the first course afternoon. Furthermore, they were included in communication exercises on day 2, 3, and 4. Predominantly meeting the people with I-you distant provider dominance seems to be similar to what Sheldon, et al. define as controlling health care providers \[[@B14]\], and predominantly meeting the people with I-you sorted mutuality seems to be in accordance with autonomy support, if the health care provider is conscious of being neutral and non-judging. The focus of the communication in the I-you sorted mutuality relationships was presented as an empathic approach where the patient\'s perspectives and values were elicited, acknowledged, and explored.

### Communication-skills

The communication skills: mirroring, active listening, and values clarification response \[[@B18]\] were presented on the second course afternoon, and were used in different exercises on day 2, 3, and 4.

Mirroring was defined as telling the other person; what you observe, followed by a pause. For an example, repeating the person\'s last few words in order to make him feel heard, and giving him the opportunity to hear himself. The pause encourages reflection, or perhaps more elaboration \[[@B20]\].

Active listening was defined as telling the other person how you have understood the message in his total communication. The recipient tries to understand the feelings of the sender, and the meaning of the message. Afterwards, without valuing, analysing, or giving advices, the recipient formulates her perception of the message, and sends it back to the sender in order to make him validate the perception \[[@B21]\].

Mirroring is in accordance with simple reflection from motivational interviewing, while active listening is in accordance with summary reflection from the same \[[@B14]\].

The purpose of value clarification is to initiate a process to reconsider and clarify own values, and value clarification response (VCR) is one way to promote this process. The purpose of VCR is to give the patient something to think about concerning the way he acts as well as his attitudes, interests, and assessments. VCR was defined as a reply or a question stimulating reflection and self-insight, and it can often not be answered right away, but has a potential to stimulate a development process \[[@B22]\]. Examples of VCR could be \"What does taking preventive medication mean to you?\", or \"What is important in your life?\". Value clarification is also recommended by Sheldon, et al. \[[@B14]\].

### Patient-worksheets

Three patient-worksheets were introduced with the purpose of stimulating the person with type 2 diabetes\'s reflection process between the consultations. We stressed that the person should be invited to use worksheets, but that it was entirely their own decision whether they wanted to use them or not. Two of the worksheets were from the method Guided self-determination (GSD) \[[@B18]\], and the action plan was from the Chronic care model (presented in \[[@B23]\]).

One was a reflection sheet with two explorative questions \"What do you think has worked, or is working in relation to your life with type 2 diabetes?\" and \"What do you currently find difficult about living with type 2 diabetes?\". The purpose of this work-sheet was to elicit and acknowledge the person\'s perspective, and to initiate the person\'s involvement in problem solving. Another worksheet from GSD, \"Your plans to change your way of life\" was inspired by the Stages of change model developed by Prochaska and Diclemente. It contained a number of statements about behaviours with importance for type 2 diabetes. The person with type 2 diabetes was encouraged 1) to assess what was currently difficult or challenging in his life, and 2) to assess whether he was interested in changing his behaviour or not. This worksheet was intended to give an overview of the person\'s stages of changes in relation to different recommendations of living with type 2 diabetes, and to acknowledge the option of no willingness to change. Sheldon et al. wrote that people willing to change a behaviour within a 2-4 week period could be thought of as being motivated for making an attempt \[[@B14]\]. The action-plans were introduced in order to develop individual plans, and to support self-initiation for change. The action-plans aimed at clarifying personal goals, and make them concrete, describe how to achieve the goals, identify barriers, and describe how to overcome barriers. When action-plans were introduced at the course \"Practice nurses and Type 2 diabetes\", it was emphasised that the goals had to be perceived as personally important by the person compiling the action-plan. Hence, it was stressed that the health care provider should ask the question *why*people would like to work with a given action-plan

### Current treatment recommendations of type 2 diabetes

In order to enhance the nurses\' competences to provide clear rationales for advice given, and to provide effective options for change, course day 1 included an update on current treatment recommendations of type 2 diabetes \[[@B11]\]. Furthermore, course day 4 included a workshop aiming to promote discussions among the nurses on how to provide relevant information to the people with type 2 diabetes about the disease and the treatment recommendations. The starting point of the workshop discussion was the patient-worksheet \"Your plans to change your way of life\".

### Implementation of the course content in daily practice

Between the course afternoons, we encouraged the participating nurses to fill in worksheets specifically designed for the nurses\' own potential changing process. These worksheets were counterpart to the patient-worksheets, but contended issues regarding implementation of the course content in daily practice. On course day 3, we encouraged the nurses to enact a consultation with a person with type 2 diabetes from their own practice.

On course day 3 and 4, half of the time was spent on exchanging experiences from implementing the course content in daily practice, perceived barriers, and feasible actions.

The aim of the ten month-visit in the practice from one of the course-teachers was to discuss the application of the course content in daily practice.

Changed behaviour with regard to autonomy support was self-rated by the nurses 11 months after the core intervention by a mailed questionnaire.

The outcomes
------------

The outcomes are on patient level. The primary outcomes are: 1) well-being in relation to living with diabetes, which will be measured by Problem Areas in Diabetes scale (PAID), and general well-being measured by the subscale mental health from SF-12v2, and 2) HbA1c(%)- and cholesterol (mmol/l) levels. PAID is a 20-item measure of emotional adjustment to life with diabetes. Construct validity of PAID had been investigated in American, Dutch and Swedish contexts \[[@B24]-[@B27]\]. HbA1c and serum-cholesterol are frequently used outcome measures as proxy indicators for prognose in diabetes \[[@B28]\]. HbA1c is a measure of the average plasma glucose concentration over the past two months. Serum-cholesterol is a measure of the level of lipids in the blood, and elevated levels are risk factors of cardiovascular diseases.

Secondary outcomes are 1) perceived autonomy support, 2) type of motivation, and 3) perceived competence regarding living with type 2 diabetes. Based on SDT, Health Care Climate Questionnaire (HCCQ), Perceived Competence for Diabetes Care (PCD) and Treatment Self-Regulation Questionnaire (TSRQ) were developed in order to measure perceived autonomy support, type of motivation, and perceived competence regarding living with type 2 diabetes. TSRQ was validated with regard to construct \[[@B29]\], and in several SDT-studies, structural equation modeling-analyses had offered an appropriate means for confirming construct validity \[[@B5]-[@B8]\]. The scales, mentioned, had been translated into Danish following the standardised procedure \[[@B18]\].

Data
----

The patient-perceived data will be obtained by a mailed questionnaire, and HbA1c- and cholesterol measurements will be retrieved from the laboratory database in the region. The data from the databases and the questionnaire data will be connected by the unique civil registry number assigned to all Danish citizens. Furthermore, the data will be merged with social data (education, ethnicity, cohabitation) from Statistic Denmark.

Statistical analyses
--------------------

The primary analyses will be based on the intention-to-treat principle. As baseline value, the average value of the values measured within the last 12 months before course start will be used. The follow up-value will be the average value of the values measured during the 6 months following 15 months after the core intervention. Effectiveness of the intervention on HbA1c and cholesterol levels will be estimated by the differences between the diabetes populations in the intervention practices and the control practices with regard to 1) mean follow up-HbA1c and cholesterol, and 2) proportions with HbA1c≥8%, and proportions with Total cholesterol ≥5 mmol/l. The differences will be adjusted for baseline values. Differences in the proportions of the diabetes populations with measurements performed will also be assessed. Effectiveness of the intervention on score for PAID, SF-12(mental health), HCCQ, TSRQ and PCSD will be assessed by the difference between the diabetes populations in the intervention practices compared to the control practices 16 months after the core intervention.

Differences in the primary outcomes will be adjusted for age, gender, ethnicity, educational-level, and redeemed diabetes medication in the baseline-period. The analyses will be based on mixed models with including practice as a random factor in order to adjust for correlation within practices. Per-protocol analyses, including practices confirming changed behaviour and people with diabetes confirming participation in a nurse-led diabetes consultation, will be performed. Furthermore, subgroup analyses will be performed with regard to age, gender, and educational-level.

Sample size and power
---------------------

It was estimated that with a minimum of 30 practices, a difference on 0.5% in mean HbA1c could be detected with a power on 90% under the assumption that 50% of the diabetes population participated in a nurse-consultation.

Ethical approval
----------------

The study will be conducted according to the Helsinki Declaration. The Danish Research Ethics Committee assessed the trial not to be a biomedical intervention, and because the intervention was addressed the nurses, informed content of the diabetes population should not be obtained. The study was approved by the Danish Data Protection Agency (j.no: 2009-41-3065), and it was registered at ClinicalTrials.gov (Identifier NCT01187069).

Discussion
==========

This paper described an intervention aiming to improve autonomy support for people with type 2 diabetes in general practice, and the methods of evaluating the impact.

Jolly K, el al. \[[@B30]\] and Williams G, C et al. \[[@B15]\] also described the training of professionals in order to achieve autonomy supportive skills. These training programmes also included communication training, updated knowledge about treatment guidelines, focus on interactive learning, and implementation.

In our study, the intervention was offering the training course in a real-world setting. The recruitment strategy was a realistic scenario for future training courses. The design of our study was highly pragmatic \[[@B31]\] as there was no run-in period for the participating nurses, and according to the inclusion of an unselected diabetes population. It was possible to identify an unselected diabetes population owing to the availability of the Danish registers. A limitation is the database\'s inability to distinguish between types of diabetes, but the number of type 2 diabetes far exceeds the type 1 cases, and the ratio between the types will be equal distributed between the intervention - and the control group. The inclusion of the type 1 population may however, dilute the potential effect of the intervention because type 1 diabetes care is primarily delivered by out-patient clinics. The pragmatic design is challenging with respect to demonstrating the impact of the intervention. Not all the intervention practices participated in all or even in parts of the course. In the study of Williams G, C et al. \[[@B15]\], the health care providers were trained until the intervention could be delivered effectively. The participating practice nurses in our study might not have changed their behaviours, and the study population might not have participated in a diabetes consultation and/or changed behaviour during the time-period. HbA1c- and cholesterol measurements have the ability to change within a short time-period given changed behaviour, but the method and interval to the behaviour change vary. The decision regarding a sufficient follow-up time is therefore challenging. The SDT-based outcomes\' ability to measure change is less investigated. Another challenge of demonstrating the impact of the intervention is that an allocation to a control group may have tempted the nurses in the control practices to join another training course.

The advantages of our study design are 1) the random distribution of practice characteristics in the intervention - and the control group minimising potential confounding, and 2) the high applicability of the results to real-world practice because of the high pragmatics of attitude in our study. In a real-world setting, this study will determine the impact on the motivation, HbA1c, cholesterol, and well-being of people with diabetes by offering a training course for practice-nurses in general practices, where nurses provide diabetes consultations.
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